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One Aundred Fifth Congress
| of the
Mnited States of America

AT THE FIRST SESSION

Begun and held at the City of Washington on Tuesday,
the seventh day of January, one thousand nine hundred and ninety-seven

An dct

To amend the Federal Food, Drug, and Cosmetic Act and the Public Health Service
Act to improve the regulation of food, drugs, devices, and biological products,
and for other purposes.

Be it enacted by the Senate and House of Representatives of
the United States of America in Congress assembled,

SECTION 1. SHORT TITLE; REFERENCES; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as the “Food and
Drug Administration Modernization Act of 1997

(b) REFERENCES.—Except as otherwise specified, whenever in
this Act an amendment or repeal is expressed in terms of an
amendment to or a repeal of a section or other provision, the
reference shall be considered to be made to that section or other
provision of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
301 et seq.).

(¢) TABLE OF CONTENTS.—The table of contents for this Act
is as follows:

Sec. 1. Short title; references; table of contents.
Sec. 2. Definitions.

TITLE I-IMPROVING REGULATION OF DRUGS

Subtitle A—Fees Relating to Drugs

Sec. 101. Findings.

Sec. 102. Definitions.

Sec. 103. Authority to assess and use drug fees.
Sec. 104. Annual reports.

Sec. 105. Savings.

Sec. 106. Effective date.

Sec. 107. Termination of effectiveness.

Subtitle B—Other Improvements

Sec. 111. Pediatric studies of drugs.

Sec. 112. Elxxpediting study and approval of fast track drugs.

Sec. 113. Information program on clinical trials for serious or life-threatening dis-
eases.

Sec. 114. Health care economic information.

Sec. 115. Clinical investigations.

Sec. 116. Manufacturing changes for drugs.

Sec. 117. Streambining clinical research on drugs.

Sec. 118. Data requirements for drugs and biologics.

Sec. 119. Content and review of :&p ications.

Sec. 120. Scientific advisory panels.

Sec. 121. Positron emission tomography.

Sec. 122. ReO%uirements for radiopharmaceuticals.

Sec. 123. Modernization of regulation. .

Sec. 124. Pilot and small scale manufacture.

Sec. 125. Insulin and antibiatics.

Sec. 126. Elimination of certain labeling requirements.

Sec. 127. Appli~ation of Federal law to practice of pharmacy compounding.
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\x)
may be used to demonstrate the safety and effectiveness of the
drug and to obtain approval for the drug prior to manufacture
of the drug in a larger facility, unless the Secretary makes a
determination that a full scale production facility is necessary to
ensure the safety or effectiveness of the drug.”.

(b) ANmMAL DruGgs.—Section 512(c) (21 U.S.C. 360b(c)) is
amended by adding at the end the following:

“(4) A drug manufactured in a pilot or other small facility
may be used to demonstrate the safety and effectiveness of the
drug and to obtain approval for the drug prior to manufacture
of the drug in a larger facility, unless the Secretary makes a
determination that a full scale production facility is necessary to
ensure the safety or effectiveness of the drug.”.

SEC. 125. INSULIN AND ANTIBIOTICS.

(a) CERTIFICATION OF DRUGS CONTAINING INSULIN.—

(1) AMENDMENT.—Section 506 (21 U.S.C. 356), as in effect
before the date of the enactment of this Act, is repealed.

(2) CONFORMING AMENDMENTS.—

(A) Section 301(j) (21 U.S.C. 331(})) is amended by
striking “506, 507,”.

(B) Subsection (k) of section 502 (21 U.S.C. 352) is
repealed.

(C) Sections 301(iX1), 510G)1)}A), and 510GX1)XD) (21
U.S.C. 331(31)X1), 360G)1)}A), 360G X1)D)) are each amended
by striking “, 506, 507,”.

(D) Section 801(d)(1) (21 U.S.C. 381(dX1)) is amended
by inserting after “503(b)” the following: “or composed
wholly or partly of insulin”.

(E) Section 8126(h)(2) of title 38, United States Code,
is amended by inserting “or” at the end of subparagraph
(B), by striking “; or” at the end of subparagraph (C)
and inserting a period, and by striking subparagraph (D).

(b) CERTIFICATION OF ANTIBIOTICS.—
(1) AMENDMENT.—Section 507 (21 U.S.C. 357) is repealed.
(2) CONFORMING AMENDMENTS.—

(A) Section 201(aa) (21 U.S.C. 321(aa)) is amended
by striking out “or 507", section 201(dd) (21 U.S.C. 321(dd))
is amended by striking “507,”, and section 201(ﬁ)(3)(A)
(21 US.C. 321(ﬂ')(3)(A)) is amended by striking “, certified
as an antibiotic under section 507,”

(B) Section 301(e) (21 U.S. C. 331(e)) is amended by
striking “507(d) or (g),”.

(C) Section 306(d)(4)(B)(ii) (21 U.S.C. 335a(d)4)B)(ii))
is amended by striking “or 507”.

{D) Section 502 (21 U.S.C. 352) is amended by striking
subsection (1).

(E) Section 520(1) (21 U.S.C. 360j(1)) is amended by
striking paragraph (4) and by striking “or Antibiotic Drugs”
in the subsection heading.

(F) Section 525(a) (21 U.S.C. 360aa(a)) is amended
by inserting “or” at the end of paragraph (1), by striking
paragraph (2), and by redesignating paragraph (3) as para-
graph (2).
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(G) Section 525(a) (21 U.S.C. 360aa(a)) is amended
by striking “, certification of such drug for such disease
or condition under section 507,”.

(H) Section 526(a)}1) (21 U.S.C. 360bb) is amended
by striking “the submission of an application for certifi-
cation of the drug under section 507,”, by inserting “or”
at the end of subparagraph (A), by striking subparagraph
(B), and by redesignating subparagraph (C) as subpara-
graph (B).

(I) Section 526(b) (21 U.S.C. 360bb(b)) is amended—

(i) in paragraph (1), by striking “, a certificate
was issued for the drug under section 507,”; and
(ii) in paragraph (2) by striking “, a certificate

has not been issued for the drug under section 507,”

and by striking “, approval of an application for certifi-

cation under section 507,”.

(J) Section 527(a) (21 U.S.C. 360cc(a)) is amended by
inserting “or” at the end of paragraph (1), by striking
paragraph (2), by redesignating paragraph (3) as paragraph
(2), and by striking “, issue another certification under
section 507,”.

(K) Section 527(b) {21 U.S.C. 360cc(b)) is amended
by striking “, if a certification is issued under section
507 for such a drug,”, “, of the issuance of the certification
under section 507,”, “, issue another certification under
section 507,”, “, of such certification,”, “, of the certifi-
cation,”, and “, issuance of other certifications,”.

(L) Section 704(a)(1) (21 U.S.C. 374(a)(1)) is amended
by striking “, section 507 (d) or (g),”.

(M) Section 735(1) (21 U.S.C. 379g(1XC)) is amended
by inserting “or” at the end of subparagraph (B), by striking
subparagraph (C), and by redesignating subparagraph (D)
as subparagraph (C).

(N) Subparagraphs (A)ii) and (B) of sections 5(b)1)
of the Orphan Drug Act (21 U.S.C. 360ee(b)(1XA),
360ee(b)}(1XB)) are each amended by striking “or 507”.

(O) Section 45C(b)2)(A)({i)II) of the Internal Revenue
Code of 1986 is amended by striking “or 507",

(P) Section 156(f)(4)B) of title 35, United States Code,
is amended by striking “507,” each place it occurs.

(c) EXPORTATION.—Section 802 (21 U.S.C. 382) is amended by
adding at the end the following:

“(1) Insulin and antibiotic drugs may be exported without regard
to the requirements in this section if the insulin and antibiotic
drugs meet the requirements of section 801(e)1).”.

(d) TRANSITION.—

(1) IN GENERAL.—An application that was approved by
the Secretary of Health and Human Services before the date
of the enactment of this Act for the marketing of an antibiotic
drug under section 507 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 357), as in effect on the day before the date
of the enactment of this Act, shall, on and after such date
of enactment, be considered to be an application that was
submitted and filed under section 505(b) of such Act (21 U.S.C.
355(b)) and approved for safety and effectiveness under section
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505(c) of such Act (21 U.S.C. 355(c)), except that if such applica-
tion for marketing was in the form of an abbreviated applica-
tion, the application shall be considered to have been filed
and approved under section 505() of such Act (21 U.S.C. 355()).

(2) ExcePTION.—The following subsections of section 505
(21 U.S.C. 355) shall not apply to any application for marketing
in which the drug that is the subject of the application contains
an antibiotic drug and the antibiotic drug was the subject
of any application for marketing received by the Secretary
of Health and Human Services under section 507 of such Act
(21 U.S.C. 357) before the date of the enactment of this Act:

(AXi) Subsections (c)(2), (d)6), (e)4), (GH2XAXvii),

G)(2)(A)(viid), GX2)B), ()(4)B), and (j}(4)D); and

(ii) The third and fourth sentences of subsection (b)(1)
(rega:ding the filing and publication of patent information);
an

(B) Subsections (b)(2)(A), (b)(2)(B), (b)3), and (cX3)
if the investigations relied upon by the applicant for
approval of the application were not conducted by or for
the applicant and for which the applicant has not obtained

a right of reference or use from the person by or for

whom the investigations were conducted.

(3) PUBLICATION.—For purposes of this section, the Sec-
retary is authorized to make available to the public the estab-
lished name of each antibiotic drug that was the subject of
any application for marketing received by the Secretary for
Health and Human Services under section 507 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 357) before the date
of enactment of this Act.

(e) DEFINITION.—Section 201 (21 U.S.C. 321), as amended by
section 121(a)1), is further amended by adding at the end the
following:

“(l) The term ‘antibiotic drug’ means any drug (except drugs
for use in animals other than humans) composed wholly or partly
of any kind of penicillin, streptomycin, chlortetracycline, chlor-
amphenicol, bacitracin, or any other drug intended for human use
containing any quantity of any chemical substance which is pro-
duced by a micro-organism and which has the capacity to inhibit
or destroy micro-organisms in dilute solution (including a chemically
s})lfnthesized equivalent of any such substance) or any derivative
thereof.”.

SEC. 126. ELIMINATION OF CERTAIN LABELING REQUIREMENTS.

(a) PRESCRIPTION DRUGS.—Section 503(b)4) (21 U.S.C.
353(b)(4)) is amended to read as follows:

“(4XA) A drug that is subject to paragraph (1) shall be deemed
to be misbranded if at any time prior to dispensing the label
of the drug fails to bear, at a minimum, the symbol Rx only.

“(B) A drug to which paragraph (1) does not apply shall be
deemed to be misbranded if at any time (rrior to dispensing the
label of the drug bears the symbol described in subparagraph (A).”.

(b) MISBRANDED DRUG.—Section 502(d) (21 U.S.C. 352(d)) is
repealed.

(c) CONFORMING AMENDMENTS.—

(1) Section 503(b)}1) (21 U.S.C. 353(b)1)) is amended—
(A) by striking subparagraph (A); and



